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DETAILED ACTION 
Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for 
all obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described 
as set forth in section 1 02 of this title, if the differences between the subject matter sought to 
be patented and the prior art are such that the subject matter as a whole would have been 
obvious at the time the invention was made to a person having ordinary skill in the art to which 
said subject matter pertains. Patentability shall not be negatived by the manner in which the 
invention was made. 

Claims 1-17, 25-34, and 36-47 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Linder, Hjertman et al., or Kling in view of Japanese 
Publication No. 2000-37456 or WO 99/34850. The applicant has amended the 
independent claims of this application with claim language disclosing that the 
limiter portion is proximate to the needle and non-movable with respect to the 
hub portion . 

In relation to the term "proximate", the specification does not provide a 
definition of this term. However, the dictionary defines this term as "very near or 
next, as in space, time, or order". Based on the cited extrinsic evidence, Linder, 
Hjertman et al., and Kling disclose apparatuses with limiter portions that are 
located proximate to the needle. 

Additionally, concerning the term "non-movable", the same references 
disclose apparatuses that are non-movable at the time when the needle 
penetrates the skin of a patient . It is important to recognize that the criticality of 
the cited inventions is that the disclosed apparatuses allow the needle to 
penetrate the skin only at a pre-selected depth. Certainly, these apparatuses 
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could not function properly if the limiter moved at the time of injection. 
Importantly, these apparatuses not only disclose a non-movable limiter at the 
time of needle penetration, but also an apparatus that allows the operator to pre- 
select the depth of insertion of needle. Based on these observations, Linder, 
Hjertman et al., and Kling disclose apparatuses having limiters that are non- 
movable at the time the needle penetrates the skin. 

In order to eliminate any questions concerning the "non-movable" issue, 
Japanese Publication No. 2000-37456 and WO 99/34850 disclose structures 
that only offer one pre-selected depth for needle insertion. Accordingly, based 
on this evidence, for a person of ordinary skill in the art, modifying the 
apparatuses disclosed by Linder, Hjertman et al., or Kling with a limiter having 
only one pre-selected depth for needle insertion, would have been considered 
obvious in view of the proven conventionality of this limiter design. 

Response to Arguments 

Applicant's arguments filed 10/19/2007 have been fully considered but 
they are not persuasive. The amendment to the pending claims disclosing a 
"preselected distance which is set during the manufacture of the intradermal 
delivery device" does not overcome the pending rejections. It is noted for the 
record that for a person of ordinary skill in the art, designing a device to a 
preselected distance during manufacture would have been considered obvious 
since the cited references suggest that it is a design choice to either design a 
delivery device with an adjustable limiter or with a limiter having a preselected 
distance from the skin that is set during manufacture. Moreover, a person of 
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ordinary skill in the art that has a delivery device with an adjustable limiter, but 
uses the delivery device constantly for infusion at one particular distance, would 
have recognized that it would be safer to modify the design to have one particular 
distance in order to prevent accidental injections at undesired distances. 
Therefore, amending the claim to suggests preselection of the distance during 
manufacture is not sufficient to overcome the pending rejections. 

Conclusion 

The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. The examiner respectfully requests application to review 
the following patents: (1) Riethmueller, (2) Son, and (3) Carson et al. 
Additionally, since the status of claims 38-47 was not addressed in the last office 
action, this action is not a final rejection. 

Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to Manuel Mendez whose telephone number is 
571-272-4962. The examiner can normally be reached on 0730-1800 hrs. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Mr. Nicholas D. Lucchesi can be reached on 571-272- 
4977. The fax phone number for the organization where this application or 
proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from 
the Patent Application Information Retrieval (PAIR) system. Status information 
for published applications may be obtained from either Private PAIR or Public 
PAIR. Status information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll- 
free). If you would like assistance from a USPTO Customer Service 
Representative or access to the automated information system, call 800-786- 
9199 (IN USA OR CANADA) or 571-272-1000. 

Primary Examiner 
Art Unit 3763 
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